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DETAILED ACTION 

1. Applicant s amendment filed 07 October 2005 has been received. 

2. Claims 4, 14, 26-32 and 36-38 have been canceled. Claims 41-42 have been added. 
Claims 1-3, 5-13, 15-25, 33-35 and 39-41 are pending. 

Claim Rejections - 35 USC § 112, first paragraph 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 1-3, 5-13, 15-25, 33-35 and 39-42 are rejected under 35 U.S.C. 112, first 
paragraph, as faiHng to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The claims, as amended, recite a method and device for detecting Bence Jones 
Proteins in uncentrifuged urine samples. Such a device and method is not supported by 
the specification as originally filed. The specification discloses a device and method for 
detecting Bence Jones Protein in untreated human urine samples. No where in the 
specification is there a disclosure of and uncentrifuged urine samples. As such, an 
untreated sample encompasses the instant where buffers, detergents or other assay 
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reagents are not added to the sample prior to the assay; whereas, an uncentrifuged 
sample reads upon a sample that has been treated but has not been centrifuged. 

Applicant is required to cancel the new matter in response to this office action. 
In the event that Applicant beUeves that the new matter is supported by the 
specification as originally filed. Applicant is requested to point to the page and line 
number in the specification where such support may be found. 

5, Claims 1-3, 5-13, 15-25, 33-35 and 39-42 are also not supported by the specification as 
originally filed because the specification does not disclose a device and method where 
the chromogenic mobile specific binding partner is added to the urine sample. The 
specification teaches a device and method comprising a test strip having a substrate pad 
impregnated with chromogenic mobile specific binding partner and dried thereon. No 
where in the specification is there a teaching of a device and method where the 
substrate pad is omitted. 

In the event that Applicant believes support for the new matter can be found in 
the specification. Applicant is requested to point to the page and line number in the 
specification where such support may be found. 

Claim Rejections - 35 USC § 112, second paragraph 

6. Claims 1-3, 5-13, 15-25, 33-35 and 39-42 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim 
the subject matter which appHcant regards as the invention. 
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Claims 1 and 39 are indefinite. The recitation of "said chromatographic mobile 
specific binding partner" lacks antecedent support 

Claims 1 and 11 are confusing because the use of a label is not recited; therefore, 
it is unclear how the presence of Bence Jones Protein is determined by viewing the first 
reaction site. The specification does not teach a method where detection can occur 
without the use of a label. 

Claim 13 is vague with respect to the description of the reagent in the second 
reaction site. It is unclear if this reagent is immobilized in the second reaction site. The 
reagent is recited as a "second immobilizing specific binding agenf that can immobihze 
a second Bence Jones Protein analyte. If this reagent is not immobilized in the second 
reaction zone, how does it immobilize an analyte? 

Claim 15 is indefinite. The recitation of "said first analyte" lacks antecedent 
support. 

Claim 41, "A method" should be changed to -The method— for clarity. 

Claim 41 is also confusing with respect to the location of the chromogenic mobile 
specific binding partner (herein after labeled binding partner) and the control reaction 
site. In the instant when the labeled binding partner is located on the test strip, where is 
it located with respect to the first reaction site and the control site? 

The recitation of the second immobilized specific binding reagent in the control 
site is confusing. Does this reagent bind to the labeled binding partner regardless of 
whether this labeled binding partner is bound to the analyte? 
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The step of allowing said uncentrifuged urine to contact said labeled specific 
binding partner to form an analyte/ labeled specific binding partner complex is 
confusing. In the event that the labeled binding partner is added to the sample (hnes 1- 
2 of claim 41), this allowing step is redundant and confusing. How can you prevent 
contact between labeled binding partner and the analyte when you add the labeled 
binding partner to the sample? In other words, these two separate steps do not make 
sense if the sample is spiked with labeled reagent 

Claim 41 is further confusing because it is unclear if both, the first reaction site 
and the control site, contain reagents that bind to a complex comprising the analyte- 
labeled reagent. If the control site also binds to the complex, how is the analyte 
detected? 

Claim 42, "a device" should be changed to -the device— for clarity. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 1-3, 5-8, 10-13, 15-21, 23-25 and 39-42 are rejected under 35 USC § 103(a) as 
being unpatentat?le over May (GB 2,204,398) in view of Massaro (US 5,141,877). 


Application/Control Number: 09/823,183 Page 6 

Art Unit: 1641 

May teaches an assay device comprising a hollow casing constructed of 
moisture-impervious solid material. The device contains a dry porous carrier that 
communicates directly or indirectly with the exterior of the casing. Urine test sample 
may be applied to the porous carrier. The device containing a labeled specific binding 
reagent for an analyte that is freely mobile within the porous carrier when in the moist 
state, and unlabeled specific binding reagent for the same analyte that is permanently 
immobihzed in a detection zone on the carrier material (page 3). May teaches an 
embodiment of the invention in which a dry porous nitrocellulose carrier communicates 
indirectly with the exterior of the casing via a bibulous urine receiving member that 
protrudes from the casing and can act as a reservoir from which urine is released into 
the porous carrier (page 7, lines 23-29, see also figure 9 and description on page 23). 
The device also contains a control zone loaded with an antibody that will bind to the 
labeled antibody from the first zone. The control zone may also contains an anhydrous 
reagent that when moistened, produces a color change or color formation. Or as an 
alternative, the control zone could contain immobilized analyte that will react with 
excess labeled reagents from the first zone (page 9). May teaches the use of direct labels 
such as minute colored particles, such as dye sols, metalUc sols and colored latex 
particles (page 10). May teaches a plurality of detection zones arranged in series on the 
porous solid phase material through which the aqueous liquid sample can pass 
progressively, can also be used to provide a quantitative measurement of the analyte or 
can be loaded individually with different specific binding agents to provide a multi- 
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analyte test (page 11). Quantitative measurement may be done visually by eye or by 
instrument (page 10, lines 10-13). May teaches backing the porous nitrocellulose sheet 
with plastic to increase handling strength (page 13). May also teaches an absorbant sink 
provided at the distal end of the carrier material to aid in the flow of sample and to 
ensure that excess labeled reagent from the first zone which does not participate in any 
binding reaction in the second zone is flushed away from the detection zone (page 11, 
lines 1-17). 

May differs from the instant invention in failing to teach the detection of analytes 
such as free and bound kappa and lambda chains of immunoglobulins. 

Massaro, however, teaches the detection of Bence Jones proteins (i.e. free light 
chains of immunoglobulins) in urine samples. Massaro teaches that the presence of said 
light chains in the urine is an indication of the existence of a pathological condition 
(column 1, lines 6-34). Massaro teaches that two types of light chains, kappa and 
lambda, may be determined from urine (column 2, lines 28-31) using antigen-antibody 
turbidity reaction methods. 

Therefore, it would have been obvious to one of ordinary skiU in the art at the 
time the invention was made to modify the device of May to include reagents for the 
detection of Bence Jones proteins such as taught by Massaro. May teaches that their 
device may be modified to detect a wide variety of analytes by choice of appropriate 
specific binding reagents (page 17, lines 4-6) and Massaro teaches that the detection of 
Bence Jones proteins in the urine is advantageous because it provides a diagnosis of the 
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existence of a pathological condition. A skilled artisan would have had a reasonable 
expectation of success in using the modified device of May to detect Bence Jones 
proteins because May teaches that their device provides the advantage of a simple one 
step device that may be used by an unskilled person giving a result which is rapid and 
which requires the minimum degree of skilled and involvement from the user (page 1). 
9. Claims 9 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over May 
in view of Massaro as applied to claims 1-3, 5-8, 10-13, 15-21, 23-25 and 39-42 and 
further in view of Brizgys et al (US 5,807,752). 

See the discussion of May and Massaro above. These references differ from the 
instant invention in faihng to teach the use of Protein A. 

Brizgys, however, teaches a test system for determining one or more analytes, 
such as different antibodies isotypes, in a sample (column 3, lines 21-28 and 49-50). 
Brizgys teaches capture and labeled receptors for the antibodies such as antibodies, 
antigens and Protein A, etc. (column 4, lines 32-39). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to use the Protein A taught by Brizgys in the modify 
device and method of May because Brizgys teaches the Protein A is well known in the 
art for binding to heavy and light chains of immunoglobulins. The use of protein A also 
provides the advantages of a universal specific binding reagent for the detection of 
different isotypes of antibodies. 
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10, Claims 33-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over May in 
view of Massaro as applied to claims 1-3, 5-8, 10-13, 15-21, 23-25 and 39-42 above, and 
further in view of Deutsch et al (US 4,094,647). 

See the discussion of May and Massaro above. These references differ from the 
instant invention in failing to teach a kit comprising a reaction tube. 

Deutsch, however, teaches a similar test device, and in addition, teaches a test 
tube for holding the test device while the assay progress. Deutsch teaches that the size f 
the test tube and the dimensions of the test strip may be selected so that the volume of 
fluid is precisely the amount that is taken up by the test strip. See column 5, lines 46-63. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to assemble the device of May as modified by Massaro, 
and the test tube of Deutsch into a kit as taught by May. The advantages of assembhng 
various reagents into a kits are well known in the art as providing convenience and 
economy. Even though the test tube taught by Deutsch is for holding a developing 
liquid and not a urine sample, it is still deemed to render obvious the instant claims 
because the intended use of a device is not given patentable weight. 

Response to Arguments 

11, Applicant's arguments filed 07 October 2005 have been fully considered but are not 
deemed to be persuasive. 
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Applicant argues that the combination of May and Massaro is improper because 
there is no suggestion or motivation in either reference to combine their teachings. 
Specifically, applicant argues that the combination of May and Massaro would results 
in the examination of concentrated urine because Massaro teaches using porous 
membranes only with concentrated urine and because May does not teach the detection 
of Bence Jones Protein. These arguments have been fully considered but are not 
persuasive. May teaches the convenience of a one step assay and a device for 
performing such an assay. May teaches that their device may be modified to detect a 
wide variety of analytes by choice of appropriate specific binding reagents (page 17, 
lines 4-6). May also teaches that a one step assay provides the advantages of a 
diagnostic test device suitable for home use that is quick and convenient to use, and 
requires the user to perform as few actions as possible. The device of May optimizes a 
diagnostic assay by eliminating the extra steps of washing and isolating/ centrifuging a 
sample before the assay is performed. May teaches a device comprising all necessary 
reagents for a specific assay exposed directly to a urine stream (i.e. untreated or 
uncentrifuged sample). Therefore, a skilled artisan would have had a reasonable 
expectation of success in modifying the device of May to detect analytes such as Bence 
Jones proteins as taught by Massaro. May teaches that either antigen or antibody may 
be used as the capture and labeled reagent depending of the analytes being detected, 
and Massaro teaches that Bence Jones proteins may be detected using an antigen- 
antibody reaction, and that the detection of Bence Jones proteins in the urine is 
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advantageous because it provides a diagnosis of the existence of a pathological 
condition. Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the device and method of May to detect 
analytes such as Bence Jones Proteins for the advantages disclosed by both May and 
Massaro. 

In response to applicant's argument that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized that 
any judgment on obviousness is in a sense necessarily a reconstruction based upon 
hindsight reasoning. But so long as it takes into account only knowledge which was 
within the level of ordinary skill at the time the claimed invention was made, and does 
not include knowledge gleaned only from the applicant's disclosure, such a 
reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 
1971). 

Clearly, the use of a test strip having all necessary reagents incorporated therein 
to detect an analyte directly from a urine sample is well know in the art as 
demonstrated by May. May provides the motivation by specifically teaching that their 
device may be modified to detect a wide variety of analytes by choice of appropriate 
specific binding reagents (page 17, Hues 4-6). May also teaches advantages of a one step 
assay device and method and further state that such a device is suitable for home use, is 
quick and convenient, and requires the user to perform as few actions as possible 
eliminating possible user errors. The device of May optimizes a diagnostic assay by 
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eliminating the extra steps of washing and isolating/ centrifuging a sample before the 
assay is performed. Therefore, no improper hindsight reasoning is involved. Instead 
only knowledge which was within the level of ordinary skill in the art was used. May 
and Massaro together disclosed each, and every element of the claimed assay device 
and method. 

Applicant argues that since Brizgy fails to remedy the deficiencies of May and 
Massaro because Brizgy does not teach the detection of Bence Jones Protein in 
uncentrifuged urine. 

This argument has been fully considered but is not deemed to be persuasive. 
Brizgy is cited for if s teaching of Protein A as a capture reagent. The step of detecting 
Bence Jones Proteins in untreated urine is taught in the combination of May and 
Massaro. 

Applicant argues that Deutsch also fail to make obvious the instant claims 
because Deutsch fails to teach the detection of Bence Jones Protein in uncentrifuged 
urine. 

This argument has been fully considered but is not deemed to be persuasive. 
Deutsch is cited for if s teaching of a test tube for holding a liquid. The detection of 
Bence Jones Protein in untreated urine is taught in the combination of May and 
Massaro. 
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Conclusion 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and 
any extension fee pursuant to 37 CFR 1.136(a) wiU be calculated from the mailing date 
of the advisory action. In no event, however, will the statutory period for reply expire 
later than SIX MONTHS from the date of this final action. 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bao-Thuy L. Nguyen whose telephone number is (571) 
272-0824. The examiner can normally be reached on Tuesday and Wednesday from 8:00 
a.m. -4:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner' s 
supervisor. Long V. Le can be reached on (571) 272-0823. The fax phone number for the 
organization where this appHcation or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent AppUcation Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpubHshed applications is available through Private PAIR only. 
For more information about the PAIR system, see http:// pair-directuspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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